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TAGS: TBIO, JA 

SUBJECT: JAPANESE PHARMACEUTICAL REGULATIONS 
REF: (A) STATE 25716, (B) TOKYO 2181 

DEPT PASS TO FDA FOR DR. J. R. WEINROTH, OFFICE OF INTERNATIONAL 
AFFAIRS 

1. IN ADDITION TO PUBLICATION MENTIONED IN REFTEL (B), EMBASSY 

HAS RECEIVED FROM MINISTRY OF HEALTH AND WELFARE (MHW) A) ENGLISH 
TRANSLATION OF 1966 PHARMACEUTPCAL AFFAIRS LAW AND B) BOOK IN 
JAPANESE ENTITLED "MANUAL ON JAPAN ANTIBIOTIC MEDICINE STANDARDS" 
(PUBLISHED INI 974). EMBASSY IS POUCHING THESE DOCUMENTS TODAY. 

2. STANDARDS WERE FIRST ESTABLISHED IN AUGUST 1969, IN 
ACCORDANCE WITH PHARMACEUTICAL AFFAIRS LAW, AND WERE PARTIALLY 
REVISED IN MARCH 1974. 

3. EMBASSY WILL OBTAIN AND FORWARD ENGLISH PUBLICATION MENTIONED 
IN REFTEL (B) ("PHARMACEUTICAL AFFAIRS LAW OF JAPAN AND ITS 
ENFORCEMENT AND REGULATIONS," YAKUJI 

JIHOSA, 1974). 
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